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UNITED STATES ENViRONMENTAL PRVTECTiON AGENCY 0 
WASHiNGTOPI, D.C. 20460 

NGV -2 P- 89 	 007595 

OFFICE OF 
PESTiCtDES AND TOXIC SUlSTANCES 

MEM©RANDUM 

SUBJECT: Tebuthiuron 

_ 	 H_D Project No.: 9-1617 

, 

TCX Chem No.: 366AA 

FROM: 	Ray Landolt ~~~ 
Review Secti.oi~ 
Toxicology Branch II - Herb:cide, Fungicide, and 

Antimicrobial Support 
Health Effects Division (H7509C) 

TO: 	Robert J. Taylor, PM 25 
Insect'icide-Rodenticide Brar.ch 
ReSistration Division (H750=~ 

THRU; 	:dike Ioannou, Section Head --Al! ~ 
Review Section I 	 - 
Toxicology Branch ZI - Herb;cide, Fungicide, and 

Ancirnicrob'ia1 Support 
Health Effects Division (H7509C) 

ar,d 
 

Marcia van Gemert, Branch ChiefA 
_ 	 Toxicolagy Branch II - Herbicide, Fungicide, and 

Antimicrobial Support 
Nealth Effects Division (H7509C) 

Registrant : Elanco Products Company, Letter of June 5, 1989 

Action Requested  

In response to the deficiencies cited in the review by 
D. Ritter, November 4, 1986 (copy attached) of the rabbit 
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'e . tdratology study (MRID No. 000206-44) Elanco has submitted 

the following data (MRID No. 	411224-01): 

and composition of 	e test 	aterial used 1. The purity 	 th 	m 
i-n in the rabbit teratology study conducted 	1975 and 

the purity and composition of the currently registere-  
technical formulation of tebuthiuron. 

2. A description of the procedure used to inseminate the 
female rabbits tested in this study. 

Results 

1 	The rabbit teratology study (MRID No. 0002064,0 ) was 
conducted with tebuthiuron (EL-103, Compound 75503). 
of Lot No. B30-23-149 and a purity of 96.5 percei-.t. 
At the time this study was conducted (Study Date: 
April 1975), a detailed analysis of the impuri- ties 

1  4  was not perform.ed. 	This lot of tebuthiuron a-nd 
subsequent lots (up to 1985) were produced by the 

Subsequent lots of 
tebuthiuron pro uc ed curing this perioc 'vigre 

for  i-mgurities. 
-
cha-racterized 

T~_-e 
current production of tebuthiuron used for tcxi-city 
testing (fot No. 729AS7) has a purity of 99.C3 

- s in an approximate 2.6 =ercent percent. This resul%. 
Ancreased concentratiori of tebuthiuron creater tnan 
that administered in the rabbit teratology s--idv. 
Considering the marginal sVstemic effects observed 
in the rabbit teratoiogy at the 25 mg/kz :e7e: 
(r*educed fetal body weight), an increase of 
percent in the concentration of tebuthiur.n s -not 
likely to change the systemic NOEL 10 rr.-/kg re=orted 
in this study. 

The description of the insemination procedure --s 
adequate. 

Conclusion 

1. Classif ication of Data 	Minirnum 

2. Developmental NOEL > 25 mg/kg (RDT) 
Maternal NOEL 25 mg/kg 
Feto•toxic NOEL 10 mg/kg 
Fetotoxic LEL 25 mg/kg with a reduced fetal ;-­cdy 

weight reported at the time of 
-ost-r.ortet examination. 

'OT INCLUDE, 
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